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Office Address:
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E: Mail:

Place of Birth:

Citizenship:

Education:

1967 B.A.

1968 M.A.
1974 Ph.D.

Postdoctoral Training:

1974-1975

Massachusetts General Hospital
Biostatistics Center

50 Staniford St., Suite 560
Boston, MA 02114

........................ FAX: ...

U.S. Citizen

Reed College, Portland, Oregon
University of Oregon, Eugene, Oregon (mathematics)
University of Oregon, Eugene, Oregon (mathematics/statistics)

Stanford University Medical School, Stanford, CA

Academic Appointments:

1975-1977
1977-1981

1981-1999

1985-1998

1998-

Research Assistant Professor, State University of New York at Buffalo

Assistant Professor, Dept. of Biostatistics, Harvard School of Public Health,
Boston, MA

Associate Professor, Dept. of Biostatistics, Harvard School of Public Health
Boston, MA

Associate Professor of Biostatistics, Dept. of Medicine, Harvard Medical
School, Boston, MA

Professor of Medicine, Harvard Medical School, Boston, MA
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1999- Professor in the Department of Biostatistics, Harvard School of Public Health,
Boston, MA

Hospital or Affiliated Institution Appointments:
1977-1981 Assistant Scientist, Dana-Farber Cancer Institute, Boston, MA
1981-1986 Associate Professor of Biostatistics, Dana-Farber Cancer Institute, Boston, MA
1984- Associate Biostatistician, Massachusetts General Hospital, Boston, MA
1985- Director, Biostatistics Center, Massachusetts General Hospital, Boston, MA

Other Professional Positions and Major Appointments:

1971-1972 Computer Programmer, Computer Service, University of Oregon Medical
School, Portland, Oregon.

Major Committee Assignments:

International:
1983-1984 Consultant to the World Health Organization on Cancer Control in Latin

America

1984 World Health Organization Consultant on Biostatistics Breast Cancer Screening
Project, Leningrad, USSR

1984 World Health Organization, Consultant to the Expert Committee on Cancer Pain,
Geneva, Switzerland

National:
1975-1987 Eastern Cooperative Oncology Group, Head and Neck Committee
1975-1986 Eastern Cooperative Oncology Group, Melanoma Committee

1975-1982 Radiation Therapy Oncology Group, Brain Committee

1980-1982 Neutron-Pion Radiotherapy Study Group, Executive Committee (group
statistician)

1980-1982 Radiation Therapy Oncology Group, Executive Committee (coordinating
statistician)

1980-1982 Radiation Therapy Oncology Group, Cancer Control Committee

1980-1982 National Pancreatic Cancer Project, Grant Review Committee, National Cancer
Institute

1984-1988 Scientific Advisory Panel of the Love Canal Technical Review Committee
Environmental Protection Agency

1994 Steering Committee of Adult Respiratory Distress Syndrome Clinical Network

1998-1999 Informatics Technology Group Steering Committee of the Cancer Genetics
Network  (Chairman)

2000 University of Pennsylvania Specialized Center of Research (SCOR) in Acute
Lung Injury External Advisory Board
Regional:
1977-1983 Institutional Review Board - Human Subjects Committee, Harvard Community
Health Plan.
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Harvard School of Public Health

1977-1979
1979-1981
1981-1983
1981-1984
1988-1997
1994-1997

1998-1999
1999-2000

2000-2001
2001-2002

Curriculum Committee, Department of Biostatistics

Doctoral Examination Committee (Chairman), Department of Biostatistics
Degree Program Committee (Chairman), Department of Biostatistics
Committee on Admissions and Degrees, (Chairman-Masters Subcommittee)
Statistical Center for the AIDS Clinical Trials Group?

Lefkopoulou Memorial Lecture Committee (Chairman, 1994), Department of
Biostatistics

Masters Committee
Practical Training Committee

Admissions Committee
Seminar Committee

Massachusetts General Hospital

1984-
1993-1995

Scientific Advisory Committee, Mallinckrodt General Clinical Research Center
Massachusetts General Hospital Task Force on Clinical Research, Subcommittee

on Research Infrastructure

Professional Societies:

1973-
1974-
1974-
1991-
1994-
2000-2002

Editorial Boards:

1976-

1997

Awards and Honors:

1991

Institute of Mathematical Statistics, (Member)

American Statistical Association, (Member)

Biometric Society, (Member)

International Statistical Institute, (Member)

Association of GCRC Statisticians, (President 1996)

Committee of Presidents of Statistical Societies Award Committee (Chair 2000)

Communications in Statistics, Biometrics, Journal of the American Statistical
Association,

Annals of Statistics, Cancer Clinical Trials, Cancer Treatment Reports,
Association for Testing and Materials, New England Journal of Medicine,

Hypertension, Statistics in Medicine, Controlled Clinical Trials, (Ad Hoc
Reviewer)

Controlled Clinical Trials, (Associate Editor)

Elected Member of International Statistical Institute
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1992 Elected Fellow of the American Statistical Association

Major Research Interests:

Survival Theory

Isotonic Regression

Carcinogenesis bioassay and low dose extrapolation

The development of statistical methods for biomedical research
Statistical Computing

PART II: Research, Teaching, and Clinical Contributions

A: Narrative report of Research, Teaching, and Clinical Contributions.

I provide statistical support to the Mallinckrodt Clinical Research Center, the Clinical Nutrition
Research Center, the program project on Heart Transplantation, the Burn Trauma Center, the
Neurology Clinical Trials Unit and the Schizophrenia Research Center at Massachusetts General
Hospital. In 1994 | was awarded a contract to establish a Coordinating Center for a Clinical
Network for the Treatment of Acute Respiratory Distress Syndrome (ARDS). The coordinating
center is responsible for the statistical design, data analysis, computing, data management and
logistical support of a series of trials of ARDS therapies. Building on the success of this project,
I helped Dr. Finkelstein apply for a grant to establish a Coordinating Center for Cancer Genetics
Network, which was awarded in 1998.

I have made major contributions as a collaborator with medical investigators in Oncology,
Endocrinology and Cardiology as well as numerous other fields. In 1984, my work in Head and
Neck Cancer was recognized by The International Conference, where | was a keynote speaker. |
was instrumental in the design and analysis of the multicenter Fish Oil Restenosis Trial.

I have conducted important research in statistical methodology. | developed the first omnibus
goodness of fit test for the proportional hazard model. | developed the so-called “*Schoenfeld
Residuals,” which are included in major statistical software packages including SAS. | developed
sample size and efficiency formulae for the commonly used nonparametric tests for comparing
survival distributions and later extended these results to the case where the proportional hazard
model is used to correct for covariates. | developed a widely used nomogram for finding the
sample size of survival studies and wrote papers on the design of studies in Cancer and AIDS. |
derived confidence intervals for a dose response curve, which takes into account that such curves
are either non-increasing or non-decreasing. Dr. Dianne Finkelstein and | developed a new
method of analyzing animal experiments for testing whether compounds are carcinogens that
combine data from the pathological examination of different tissues.

Dr. David Byar and | led a group of prominent statisticians working on AIDS research to write a
position paper, published in the New England Journal of Medicine, on how clinical research in
AIDS should be organized and conducted. My paper on Phase 1l trials, which was presented as
an invited talk at the International AIDS meeting has set the standard for these trials. Dr.
Finkelstein and | edited the first book to be published on statistical methods in AIDS clinical
trials.

My current research includes methods for combining endpoints in clinical trials; methods for
clinical trials in ARDS and methods for analyzing interval censored data. In 1997 | was awarded
an RO1 to conduct research on methods for analyzing genetic case control studies. | developed a
WEB site to help investigators determine sample sizes for clinical trials.

I have taught courses at the Harvard School of Public Health on Data Analysis, Statistical
Inference and Regression Analysis and | have had three Ph.D. students. | provide internship
opportunities for students at the Harvard School of Public Health. | teach a yearly short course in
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statistics for clinical investigators and post-doctoral fellows at the Massachusetts General

Hospital.
B: Funding Information
1979-1982 NCI Pl Young Investigator Research Grant
1982- 1984 NIEHS Co-PI Alternative Designs of Standard Cancer
Bioassay
1982-1984 Mellon Foundation PI Faculty Development Award
1986-1988 NIEHS Pl Non Parametric Bioassay Techniques for
Environmental Health Research
1995- NHLBI Pl Coordinating Center for a Clinical Network for
the Treatment of Adult Respiratory Distress
Syndrome
1997 NIGMS Pl Statistical Methods for Genetic Case Control
Studies
C. Report of Current Research Activities
Project:  ARDS Clinical Network
(3 National Clinical Trials)
Role: Group Statistician and Principal Investigator of the Clinical Coordinating Center

Project:  Mallinckrodt Clinical Research Center
Role: Design and Analysis of all Clinical Trials Conducted at the center

Project:  Clinical Nutrition Research Center
Role: Design and Analysis of Clinical and Laboratory Studies, Review of Pilot Projects

Project:  Tolerance: an Approach to Cardiac Allo and Xenotransplants
Role: Design and Analysis of Clinical Studies

Project:  Statistical Methods for Research in Cancer and Aids
Role: Statistical Research

Project:  Injury and the Host Response
Role: Computation Analysis and Modeling Core
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D. Report of Teaching

Harvard School of Public Health
1979-1981 Data Analysis BIO 251a,b, Co-developed course, 50 students, 30 hours
1979-1981 Statistical Inference, BIO 218c,d, Developer and Lecturer, 5 students, 100 hours

1986-1988 Regression and Analysis of Variance, BIO 263a,b, BIO 235a, b, Co-developed
course 20 students, 50 hours

Massachusetts General Hospital

1985-2001 Biostatistics for Clinical Investigators, 10-20 post-doc fellows and faculty, 3-6
hours

1997-2000 Biostatistics for Laboratory Investigators, 3-6 hours
2001-2002 Working with a Biostatistician, 12-30 post-doc fellows and faculty, 2 hours
Continuing Medical Education Courses

1982 Statistical Planning and Analysis for Clinical Trials, CME lecturer, 150 students,
2 hours

Trainees

1988

S
1995

1996- 1997 i

2000

2000

Selected Regional, National or International Contributions

1981 Logistic Models-Summer Conference on Statistics in Cancer Research, New
York, 1981

1984 Statistical Methods for Cancer Control, University of Chile, Santiago de Chile
(Short Course Director and Lecturer) 50 students, 3-hour lecture, total course 20
hours.

1984 An Estimate of the Survival Benefit of Chemotherapy for Advanced Head and

Neck Cancer and its Implications to the Design of Clinical Trials. Keynote
speech International Conference on Head and Neck Cancer July 22-27, 1984.

1984 Regression Methods for Laboratory and Clinical Experiments “Animal
Experiments and Clinical Trials”. First Midyear Topical Symposium “Multiple
Regression Analysis: Applications in the Health Sciences” March 12-16, 1984.

1991 CD4 and DC8 lymphocytes as surrogate endpoints for anti-retroviral efficacy.
International Conference on AIDS San Francisco, 1991.
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1991 Surrogate Markers: Concepts, Results, Implications: (with Jean Marie Anduino,
Victor DeGruttola, Stephen Lagakos, Dan U. Lin, Laurel Smith, Anastasios
Tsiatis, Michael Wolfsohn) Measurement and Analysis Issues for Quality of Life
Outcomes of Clinical Trials in the ACTG (with Marcia A. Testa) International
Statistical Institute, Cairo Egypt, 1991.

1998 Combining Endpoints in Clinical Trials with Application to Trials in Acute
Respiratory Distress Syndrome. Biometrics Society Eastern North American
Region, Pittsburgh, March 1998.

2000 An algorithm for calculating the power of the Logistic and Proportional Hazard
Models. International Biometrics Society, Berkley, California, July 2000.

2002 An estimate for treatment comparisons among survivors in randomized trials.
International Biometrics Society, Frieburg, Germany, August 2002
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